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DETAILED ACTION 
Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 26-28,32,33,36-38,42-52 are re j ected under 35 u.S.C. 103(a) as being 
unpatentable over Cady et al. (US Pat. 6,498,153) in view of Okada et al. (US Pat. 4,652,441), 
Babcock et al. (US Pat. 3,417,182), Montgomery et al., Grimm (US Pat. 5,522,797) and 
Remington's Pharmaceutical Sciences (17 th Ed. 1985). 

Cady et al. discloses first composition containing growth promoters, such as estradiol 
and/or trenbolone and a second composition containing said growth promoters and 
biodegradable polymer, each of said first and second compositions may contain starch, 
ethylcellulose, cellulose acetate, sucrose and polyvinylpyrrolidone (Columns 1-4). It is disclosed 
that the first composition is prepared by process comprising operations conventional in the 
pharmaceutical arts, for example the mixture of ingredients is granulated, screened and tableted 
into pellets (Column 7, lines 62-68, Column 8, lines 1,2). The second composition is formulated 
by mixing the ingredients, forming granulates, screening and tableting the granulate (Column 8, 
lines 3-1 1). It is disclosed that the compositions are administered parenterally, typically, 
subcutaneously as pellets to an inedible member of the animal, such as a cow, by means of a 
syringe or pellet gun (Column 9, lines 13-25, Column 10, lines 5-17). It is disclosed that the 
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uncoated pellets releases the growth promoter immediately whereas release of the coated pellet is 
delayed providing sustained release Column 7, lines 20-32, Column 9, lines 1-23). 

Okada et al. discloses that disintegrating agents include starch (Column 9, lines 19-27). 

Babcock et al. teach that melengesterol acetate is injectable and implantable and useful in 
the veterinary field for control of estrual periods and stimulation of growth (See entire document, 
especially Abstract, Column 1, lines 41-45). 

Montgomery et al. disclose that melengesterol acetate, trenbolone acetate and estradiol 
can be used together and that anabolic implants have been used as a production tool by cattle 
feeders for several decades (See entire reference, especially pages 1 and 4). 

Grimm discloses a veterinary implanter for injecting a plurality of pellet doses, including 
approved growth hormones, into the hide, skin or ears of an animal, such as cattle (Column 1, 
lines 5-14, 60-68, Column 4, lines 1-45). It is disclosed that the implanter avoids the problems of 
prior art implanters, failing to leave the pellets in the ear when withdrawing the needle or 
forgetting to advance the pellet magazine, by automatically advancing the pellet magazine and 
ejecting the pellets from the needle (Columns 1, 2). 

Remington's discloses that small particles go into solution faster than large particles and 
that if a pharmacist wishes to increase the rate of solution of a drug he should decrease the size 
(Pg. 208). It is disclosed that the more soluble the solute the faster the rate of solution (Pg. 208). 
It is disclosed that freeze-dried product are often more soluble and/or more rapidly soluble (Pg. 
1538). It is disclosed that micronizing is one method of particle size reduction (Pg. 1585). 

The prior art discloses the combination of immediately and sustained release pellets for 
implantation of steroids. The difference between the prior art and the claimed invention is that 
the prior art does not expressly disclose an implant composition consisting essentially of a first 
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component comprising pellets of melengestrol acetate with disintegrating agent capable of 
immediately releasing the melengesterol and a second component comprising pellets of 
melengestrol acetate not containing a disintegrating agent which is capable of releasing on a 
sustained basis said melengestrol suitable for administration by a single injection consisting 
essentially of one to four pellets of the first component and four to six pellets of type the second 
component and a method of delivering an implant containing the first claimed component and 
the second claimed component by injecting the implant into the animal body. However, the prior 
art amply suggests the same as the prior art discloses implants containing hormones such as 
melengestrol acetate, trenbolone acetate and estradiol for increasing growth in animals, that said 
hormones can be used together and that hormone implants, such as pellets, can be injected into 
animals, and implants with and without disintegrating agents, in the form of tablets or pellets, 
containing polymers, waxes, oils, fats or fatty acid esters, and that a plurality of implants may be 
administered, and implants containing a first component in containing melengestrol acetate and 
disintegrating agent in a tablet for immediate release and melengestrol acetate without a 
disintegrating agent in a tablet for sustained release. Also, the prior art discloses that small 
particles go into solution faster than larger particles, that micronizing is one method of reducing 
particle size, that the more soluble the solute is the faster the rate of solution and that freeze 
drying often results in a more soluble and/or more rapidly soluble product. As such, it would 
have been well within the skill of and one of ordinary skill in the art would have been motivated 
to modify the prior art with the expectation of increasing the growth of animals by injecting a 
plurality of devices as an implant into the body of the animal, such as in the ear, which avoids a 
slow start up time by use of an immediately releasing component in combination with a 
sustained releasing component. Further, it would have been well within the skill of to modify the 
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particles in the immediately releasing pellet by reducing their size and/or freeze drying with the 
expectation that immediate releasing characteristic of the said pellet would be enhanced and to 
use larger sizes of particles in the slow releasing pellet with the expectation that that slow 
releasing characteristics of said pellet would be enhanced. 

The Examiner has duly considered the Applicant's arguments but deems them 
unpersuasive. 

In response to applicant's arguments against the references individually, one cannot show 
nonobviousness by attacking references individually where the rejections are based on 
combinations of references. See In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981); In re 
Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 1986). The test for obviousness is not 
whether the features of a secondary reference may be bodily incorporated into the structure of 
the primary reference; nor is it that the claimed invention must be expressly suggested in any one 
or all of the references. Rather, the test is what the combined teachings of the references would 
have suggested to those of ordinary skill in the art. See In re Keller, 642 F.2d 413, 208 USPQ 
871 (CCPA 1981). 

The Applicant arguments appear to be focused on what each of the references does or 
does not disclose. However, as indicated above, there is no requirement that each of the 
references disclose the entire claimed invention provided that the combined teachings of the 
prior art disclose or suggest the claimed invention. 

The Supreme Court in KSR International Co. v. Teleflex Inc., held that (1) it is error to 
look only the problem the patentee was trying to solve-any need or problem known in the filed of 
endeavor at the time of invention and addressed by the prior art can provide a reason for 
combining the elements in the manner claimed; (2) it is error to assume that one of ordinary skill 
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in the art in attempting to solve a problem will be led only to those elements of prior art designed 
to solve the same problem-common sense teaches that familiar items may have obvious uses 
beyond their primary purposes, and in many cases one of ordinary skill in the art will be able to 
fit the teachings of multiple patents together like pieces of a puzzle (one of ordinary skill in the 
art is not automaton); (3) it is error to assume that a patent claim cannot be proved obvious 
merely by showing that the combination of elements was "obvious to try". KSR International Co. 
v. Teleflex Inc., 82 USPQ2d 1385, 1397 (U.S. 2007). 

The Applicant argues that Montgomery provides no information as to the formulation 
used in the experiment, and, accordingly does not disclose or suggest that melengestrol could be 
used in a delay release composition. However, Cady et al. suggests that steroids can be 
formulated into extended release component, as such, one of ordinary skill in the art would 
expect that the release of melengestrol, a steroid, can be extended by incorporating into the same. 
The mere fact that Grimm does not disclose the use of different types of pellets is not evidence 
the pellet implanter cannot implant two types of pellets. The pellet implanter can inject multiple 
pellets. One of ordinary skill in the art by taking the simply expedient of inserting, for example, 
at least one pellet that is immediate acting and at least one pellet having extended releases, into 
the implanter will have a implanter that implants multiple pellets of different types. As indicated 
above, one of ordinary skill in the art is not an automaton. The Applicant then concludes that 
none of the references taken individually or together disclose the Applicant's invention. 
However, the Applicant, other than as indicated above, does not provide any other argument or 
evidence in support of the same. The Examiner, as indicated above, has set forth the teachings of 
the prior art and has provided reasons why the prior art discloses and/or suggests the claimed 
invention. As such, the rejection herein is maintained. 
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Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 

Claims 26-28,32,33,36-38,42-52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chung et al. (US 2002/01 105998) in view of Cady et al. (US Pat. 6,498,153), 
Okada et al. (US Pat. 4,652,441), Babcock et al. (US Pat. 3,417,182), Montgomery et al., Grimm 
(US Pat. 5,522,797) and Remington's Pharmaceutical Sciences (17 th Ed. 1985). 

Chung et al. disclose the administration to an animal of an implant which contains an 
immediate-release formulation containing an anabolic agent and a controlled-release formulation 
containing an anabolic agent with a controlled-release agent, where the combination acts to 
stimulate growth and weight gain (Paragraph 0016). It is disclosed that the formulation can be in 
the form of compressed tablets or pellets and include such anabolic agents as estradiol and 
trenbolone acetate (Paragraphs 0018- 0021). It is disclosed that the immediate-release 
formulation can be used with diluents, excipients, tableting agents, such as lactose, magnesium 
stearate, silica and starches (Paragraph 0022). It is disclosed that the controlled-release agent can 
be a polymer matrix such as biodegradable and non-biodegradable polymers and that the same 
can be combined with diluents, excipients, tabletting agents, including lactose, magnesium 
stearate and silica (Paragraph 0023). 

Cady et al. (US Pat. 6,498,153), Okada et al. (US Pat. 4,652,441), Babcock et al. (US Pat. 
3,417,182), Montgomery et al., Grimm (US Pat. 5,522,797) and Remington's Pharmaceutical 
Sciences (17 th Ed. 1985) are cited for the same reasons as above and are incorporated herein to 
avoid repetition. 
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The prior art discloses the combination of immediately and sustained release pellets for 
implantation of steroids. The difference between the prior art and the claimed invention is that 
the prior art does not expressly disclose an implant composition consisting essentially of a first 
component comprising pellets of melengestrol acetate with disintegrating agent capable of 
immediately releasing the melengesterol and a second component comprising pellets of 
melengestrol acetate not containing a disintegrating agent which is capable of releasing on a 
sustained basis said melengestrol suitable for administration by a single injection consisting 
essentially of one to four pellets of the first component and four to six pellets of type the second 
component and a method of delivering an implant containing the first claimed component and 
the second claimed component by injecting the implant into the animal body. However, the prior 
art amply suggests the same as the prior art discloses implants containing hormones such as 
melengestrol acetate, trenbolone acetate and estradiol for increasing growth in animals, that said 
hormones can be used together and that hormone implants, such as pellets, can be injected into 
animals, and implants with and without disintegrating agents, in the form of tablets or pellets, 
containing polymers, waxes, oils, fats or fatty acid esters, and that a plurality of implants may be 
administered, and implants containing a first component in containing melengestrol acetate and 
disintegrating agent in a tablet for immediate release and melengestrol acetate without a 
disintegrating agent in a tablet for sustained release. Also, the prior art discloses that small 
particles go into solution faster than larger particles, that micronizing is one method of reducing 
particle size, that the more soluble the solute is the faster the rate of solution and that freeze 
drying often results in a more soluble and/or more rapidly soluble product. As such, it would 
have been well within the skill of and one of ordinary skill in the art would have been motivated 
to modify the prior art with the expectation of increasing the growth of animals by injecting a 
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plurality of devices as an implant into the body of the animal, such as in the ear, which avoids a 
slow start up time by use of an immediately releasing component in combination with a 
sustained releasing component. Further, it would have been well within the skill of to modify the 
particles in the immediately releasing pellet by reducing their size and/or freeze drying with the 
expectation that immediate releasing characteristic of the said pellet would be enhanced and to 
use larger sizes of particles in the slow releasing pellet with the expectation that that slow 
releasing characteristics of said pellet would be enhanced. 

The Examiner has duly considered the Applicant's arguments but deems them 
unpersuasive for the same reasons as above and the further reasons below. 

With respect to Chung et al., the Applicant argues that Chung et al. does not teach pellet 
containing melengestrol. As indicated above, there is no requirement that each of the prior art 
disclose the entire claimed invention. Other prior art discloses the use of melengestrol. Since 
Chung et al. discloses the use of steroids in pellets and melengestrol is a steroid, one of ordinary 
skill in the art would expect that melengestrol can be formulated into pellets. As indicated 
above, one of ordinary skill in the art is not automaton. The Applicant then concludes that none 
of the references taken individually or together disclose the Applicant's invention. However, the 
Applicant, other than as indicated above, does not provide any other argument or evidence in 
support of the same. The Examiner, as indicated above, has set forth the teachings of the prior 
art and has provided reasons why the prior art discloses and/or suggests the claimed invention. 
As such, the rejection herein is maintained. 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 
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Conclusion 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 



A facsimile center has been established in Technology Center 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The telecopier number for 
accessing the facsimile machine is 571-273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Choi whose telephone number is (571)272-0610. Examiner 
maintains a compressed schedule and may be reached Monday, Tuesday, Thursday, Friday, 6:00 
am -4:30 pm (EST). 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Johann R. Richter, can be reached at (571)272-0646. Additionally, Technology 
Center 1600's Receptionist and Customer Service can be reached at (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Frank Choi 
Patent Examiner 
Technology Center 1 600 
June 23, 2007 



date of this final action. 




JohanmR. Richter 
"Supervisory Patent Examiner 
Technology Center 1600 



